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DETAILED ACTION 

Drawings 

The drawings are objected to under 37 CFR 1 .83(a). The drawings must show 
every feature of the invention specified in the claims. Therefore, first and second 
lumens and a lumen in which the foldable membrane is advanced through that is not 
used for cardioplegia must be shown or the feature(s) canceled from the claim(s). Only 
a single lumen is visible in the figures. No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121(d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action in the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1 . Claims 1 -3 and 7 are rejected under 35 U.S.C. 1 03(a) as being unpatentable 
over Buckberg et al (5,013,296) in view of Samson et al (6,267,747). 

a. Regarding claims 1 and 3, Buckberg discloses a method and device for 
delivering cardioplegia solution to the coronary arteries including the following 
steps: Puncturing the ascending aorta between a clamp above the coronary 
arteries (while not shown, one of ordinary skill in the art would recognize that 
during antegrade cardioplegia delivery, the clamp would be positioned above the 
coronary arteries) and the aortic valve (Col. 2 lines 51-54 and Col.4 lines 34 and 
35) via a coaxial needle 1 1 inserted through the a lumen 34 of the cannula which 
is removed after insertion of the cannula (Col .3 lines 37 and 38). The cannula 10 
is inserted into the ascending aorta and includes a first lumen 34 for cardioplegia 
delivery. 

While Buckberg substantially discloses the apparatus as claimed, it does 
not disclose a second lumen adapted to accept a folded non-porous membrane 
to cover the aortic valve nor the use of such a membrane. 

However, Samson discloses an aortic catheter that delivers cardioplegia 
fluid (Col. 5 lines 64-66) but also uses a balloon to occlude blood flow in the aortic 
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root (Col.6 lines 38 and 39) and prevents the aortic valve from experiencing 
significant retrograde fluid pressure (Col. 11 lines 14-22).The balloon of Samson 
delivers cardioplegic solution via a porous band of material 126 in the balloon, 
however, one of ordinary skill in the art would recognize that Buckberg already 
delivers the cardioplegic solution and thus just a balloon to cover the aortic 
root/valve but not the coronary ostia is necessary. It is the examiner's position 
that one of ordinary skill in the art would be able to accomplish this since it has 
been held that constructing a formerly integral structure in various elements 
involves only routine skill in the art. Nerwin v. Erlicnman, 168 USPQ 177, 179. 

Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify Buckberg to deliver a balloon as 
taught by Samson to block the aortic root and valve to prevent the aortic root 
from experiencing significant retrograde fluid pressure. 

Additionally, it would have been an obvious matter of design choice to a 
person of ordinary skill in the art to deliver the balloon via a lumen separate from 
the main lumen 34 of Buckberg because Applicant has not disclosed that the 
additional lumen provides an advantage, is used for a particular purpose, or 
solves a stated problem. One of ordinary skill in the art, furthermore, would have 
expected Applicant's invention to perform equally well with Buckberg because 
both are used to deliver cardioplegic fluid to the aorta and it has been held that 
mere duplication of the essential working parts (in this case lumens via which to 
deliver/withdraw different materials) of a device involves only routine skill in the 



Application/Control Number: 1 0/591 ,963 Page 5 

Art Unit: 3767 

art. St. Regis Paper Co. v. Bemis Co., 193 USPQ 8. Therefore, it would have 
been an obvious matter of design choice to modify Buckberg and Samson to 
obtain the invention as specified in claim(s) 1 . 

b. Regarding claims 2 and 7, Buckberg discloses the occluder as being a 
balloon that is in a deflated and then inflated to occlude the blood flow in the 
aortic root (Col.6 lines 33-39 and Col.8 lines 38-42). 

2. Claims 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Buckberg et al (5,013,296) and Samson et al (6,267,747) as applied to claim 3 above, 
and further in view of Makower et al (6,638,293). 

c. Regarding claims 4-6, while Buckberg substantially discloses the 
apparatus as claimed, it does not disclose the membrane being an umbrella that 
is opened either using a wire or that springs open where both the wire and 
umbrella are made of nitinol. 

However, Makower discloses apparatuses for blocking flow through blood 
vessels many of them umbrella shaped (figures 4 and 7-9, Col.8 lines 44-48 and 
Col.1 line 10) structure made of wire and membrane (Col. 3 lines 13-15) including 
nitinol (Col.8 line 65 and Col. 9 line 10). The devices may be delivered radially 
compact such that they self-expand upon delivery (Col. 3 line 35) or plastically 
deformed by application offeree or pressure (Col. 3 lines 39-42). While Makower 
does not specifically state the deployment may occur via wire, it does mention 
linkages to a wire to withdraw the device (Col .3 lines 69-62) via a grab ring 
(Col.1 1 lines 26-28). One of ordinary skill in the art would also have knowledge of 
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the embolic devices that use a wire to apply the necessary force to cause the 
device to expand (such as by a ring that pivots the wires outwardly). 

Therefore, it would have been obvious to one of ordinary skill in the art at 
the time the invention was made to modify the combination of Samson and 
Buckberg to replace the balloon of Buckberg with an embolic device such as 
those taught by Makower to occlude the aortic root and aortic valve as they are 
both known to occlude blood flow and both are designed to collapse once their 
use is over. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BRADLEY J. OSINSKI whose telephone number is 
(571 )270-3640. The examiner can normally be reached on M-Th 8AM-5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Kevin Sirmons can be reached on (571)272-4965. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Bradley J Osinski/ 
Examiner, Art Unit 3767 
/Kevin C. Sirmons/ 

Supervisory Patent Examiner, Art Unit 3767 



